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weight of the total protein of the fin-
ished food, including the amount natu-
rally present in free and combined (as 
protein) form. 

(5) The additive shall not be added to 
infant foods or to foods containing 
added nitrites/nitrates. 

(d) Compliance with the limitations 
concerning PER under paragraph (c) of 
the section shall be determined by the 
method described in sections 43.212–
43.216, ‘‘Official Methods of Analysis of 
the Association of Official Analytical 
Chemists,’’ 13th Ed. (1980), which is in-
corporated by reference. Copies may be 
obtained from the Association of Offi-
cial Analytical Chemists International, 
481 North Frederick Ave., suite 500, 
Gaithersburg, MD 20877–2504, or may be 
examined at the Office of the Federal 
Register, 800 North Capitol Street, 
NW., suite 700, Washington, DC 20408. 
Each manufacturer or person employ-
ing the additive under the provisions of 
this section shall keep and maintain 
throughout the period of use of the ad-
ditive and for a minimum of 3 years 
thereafter, records of the tests required 
by this paragraph and other records re-
quired to assure effectiveness and com-
pliance with this regulation. Those 
records shall be made available upon 
request at all reasonable hours by any 
officer or employee acting on behalf of 
the Secretary of Health and Human 
Services. Those officers or employees 
shall be permitted to conduct inven-
tories of raw and finished materials on 
hand as are deemed necessary to verify 
the records. 

(e) To assure safe use of the additive, 
the label and labeling of the additive 
and any premix thereof shall bear, in 
addition to the other information re-
quired by the Act, the following: 

(1) The name of the additive con-
tained therein. 

(2) The amounts of additive and each 
amino acid contained in any mixture. 

(3) Adequate directions for use to 
provide a finished food meeting the 
limitations prescribed by paragraph (c) 
of this section. 

(f) When the food additive is added as 
a nutrient to special dietary foods that 
are intended for use solely under med-
ical supervision to meet nutritional re-
quirements in specific medical condi-
tions and these foods comply with the 

requirements of part 105 of this chap-
ter, the food additive is exempt from 
the limitations in paragraphs (c)(1) 
through (4) and (d) of this section and 
may be used in those foods at levels 
not to exceed good manufacturing 
practices. 

[43 FR 27784, June 27, 1978, as amended at 46 
FR 59968, Dec. 8, 1981; 49 FR 10104, Mar. 19, 
1984; 54 FR 24897, June 12, 1989]

§ 172.375 Potassium iodide. 

The food additive potassium iodide 
may be safely used in accordance with 
the following prescribed conditions: 

(a) Potassium iodide may be safely 
added to a food as a source of the es-
sential mineral iodine, provided the 
maximum intake of the food as may be 
consumed during a period of one day, 
or as directed for use in the case of a 
dietary supplement, will not result in 
daily ingestion of the additive so as to 
provide a total amount of iodine in ex-
cess of 225 micrograms for foods labeled 
without reference to age or physio-
logical state; and when age or the con-
ditions of pregnancy or lactation are 
specified, in excess of 45 micrograms 
for infants, 105 micrograms for children 
under 4 years of age, 225 micrograms 
for adults and children 4 or more years 
of age, and 300 micrograms for preg-
nant or lactating women. 

(b) To assure safe use of the additive, 
in addition to the other information re-
quired by the Act, the label of the addi-
tive shall bear: 

(1) The name of the additive. 
(2) A statement of the concentration 

of the additive in any mixture.

§ 172.385 Whole fish protein con-
centrate. 

The food additive whole fish protein 
concentrate may be safely used as a 
food supplement in accordance with 
the following prescribed conditions: 

(a) The additive is derived from 
whole, wholesome hake and hakelike 
fish, herring of the genera Clupea, men-
haden, and anchovy of the species En-
graulis mordax, handled expeditiously 
and under sanitary conditions in ac-
cordance with good manufacturing 
practices recognized as proper for fish 
that are used in other forms for human 
food. 
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(b) The additive consists essentially 
of a dried fish protein processed from 
the whole fish without removal of 
heads, fins, tails, viscera, or intestinal 
contents. It is prepared by solvent ex-
traction of fat and moisture with iso-
propyl alcohol or with ethylene dichlo-
ride followed by isopropyl alcohol, ex-
cept that the additive derived from 
herring, menhaden and anchovy is pre-
pared by solvent extraction with iso-
propyl alcohol alone. Solvent residues 
are reduced by conventional heat dry-
ing and/or microwave radiation and 
there is a partial removal of bone. 

(c) The food additive meets the fol-
lowing specifications: 

(1) Protein content (N × 6.25) shall 
not be less than 75 percent by weight of 
the final product, as determined by the 
method described in section 2.057 in 
‘‘Official Methods of Analysis of the 
Association of Official Analytical 
Chemists’’ (AOAC), 13th Ed. (1980). Pro-
tein quality shall not be less than 100, 
as determined by the method described 
in sections 43.212–43.216 of the AOAC. 
The 13th Ed. is incorporated by ref-
erence, and copies may be obtained 
from the Association of Official Ana-
lytical Chemists International, 481 
North Frederick Ave., suite 500, Gai-
thersburg, MD 20877–2504, or may be ex-
amined at the Office of the Federal 
Register, 800 North Capitol Street, 
NW., suite 700, Washington, DC 20408. 

(2) Moisture content shall not exceed 
10 percent by weight of the final prod-
uct, as determined by the method de-
scribed in section 24.003 of the AOAC. 
See paragraph (c)(1) of this section for 
availability of the material incor-
porated by reference. 

(3) Fat content shall not exceed 0.5 
percent by weight of the final product, 
as determined by the method described 
in section 24.005 of the AOAC. See para-
graph (c)(1) of the this section for 
availability of the material incor-
porated by reference. 

(4) The additive may contain residues 
of isopropyl alcohol and ethylene di-
chloride not in excess of 250 parts per 
million and 5 parts per million, respec-
tively, when used as solvents in the ex-
traction process. 

(5) Microwave radiation meeting the 
requirements of § 179.30 of this chapter 

may be used to reduce residues of the 
solvents used in the extraction process. 

(6) The additive shall contain not in 
excess of 100 parts per million fluorides 
(expressed as F). 

(7) The additive shall be free of Esch-
erichia coli and pathogenic organisms, 
including Salmonella, and shall have a 
total bacterial plate count of not more 
than 10,000 per gram. 

(8) The additive shall have no more 
than a faint characteristic fish odor 
and taste. 

(d) When the additive is used or in-
tended for use in the household as a 
protein supplement in food for regular 
consumption by children up to 8 years 
of age, the amount of the additive from 
this source shall not exceed 20 grams 
per day (about one heaping table-
spoon). 

(e) When the additive is used as a 
protein supplement in manufactured 
food, the total fluoride content (ex-
pressed as F) of the finished food shall 
not exceed 8 ppm based on the dry 
weight of the food product. 

(f) To assure safe use of the additive, 
in addition to the other information re-
quired by the Act: 

(1) The label of consumer-sized or 
bulk containers of the additive shall 
bear the name ‘‘whole fish protein con-
centrate’’. 

(2) The label or labeling of containers 
of the additive shall bear adequate di-
rections for use to comply with the 
limitations prescribed by paragraphs 
(d) and (e) of this section. 

(3) Labels of manufactured foods con-
taining the additive shall bear, in the 
ingredient statement, the name of the 
additive, ‘‘whole fish protein con-
centrate’’ in the proper order of de-
creasing predominance in the finished 
food. 

[42 FR 14491, Mar. 15, 1977, as amended at 49 
FR 10104, Mar. 19, 1984; 54 FR 24897, June 12, 
1989]

§ 172.395 Xylitol. 
Xylitol may be safely used in foods 

for special dietary uses, provided the 
amount used is not greater than that 
required to produce its intended effect.

§ 172.399 Zinc methionine sulfate. 
Zinc methionine sulfate, CAS Reg. 

No. 56329–42–1, may be safely used in 
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